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Rx - Thubce ban don thube
UTROGESTAN® 100 mg

THANH PHAN

MBoi vién nang mém chira: progesteron bt siéu min (micronized progesteron) 100 mg
Ta duogc: dau huong duong, lecithin dau nanh, gelatin, glycerol, titan dioxid

DANG BAO CHE

Vién nang mém dung uong hoac dat am dao.

CHI PINH

Duong udng ) )

Céc r6i loan lién quan dén thiéu hut progesterone, dac biét la:

V0 kinh nguyén phat va thir phat

Réi loan tien kinh nguyét

Chdy méu do u xo

Str dung bd tro véi estrogen & phu nir sau man kinh

Puong dat am dao
Pé gitp cho viéc mang thai, dac biét 1a:

Progesteron hd trg trong thiéu ning budng trimg hodc suy budng trimg hoan toan & phu nir thiéu hut chirc nang
buong trimg (hién noan bao)

HOb tro g1a| doan hoang thé trong chu k¥ thu tinh trong éng nghiém

HG trg giai doan hoang thé trong chu ky tu phat hodc dugc tao ra, trong vo sinh nguyén phat hoac thir phét hoac
giam kha nang sinh san nhat 1a do rdi loan rung trimg

Trong trudng hcrp bi doa say thai hoac phong ngira xdy thai thudng xuyén do thiéu hut giai doan hoang thé cho
dén tuan thir 12 ciia thai ky.

Sinh non

LIEU LUQNG VA CACH DUNG
Liéu luong

Phai tudn thi nghiém ngat lidu luong duoc khuyén cao & tat ca cac chi dinh diéu tri. _ ‘
Du theo chi dinh va dudng dung nao (dudng uong va dudng am dao), khong duge vuot qua lieu 200 mg mdi lan
dung.

Puing uong

Trong suy giam progesteron, lleu trung binh 1a 200-300 mg progesteron mdi ngay. Khong udng thudc nay ciing
vai thirc an, 1t nhat 1a vao buoi téi trude khi di ngu.

Trong r6i loan tién kinh nguyét, vo kinh (nguyén phat va thir phat) va chay mau do u xo, ché do didu tri thong
thuong 1a 200-300 mg/ngay: mét lidu don 200 mg vao budi tdi trude khi di ngu hogc 300 mg chia 1am 2 lan (200
mg trude khi di nga va 100 vao bubi sang néu can thiét), 10 ngdy cho méi chu ky, thuong tir ngay thir 17 dén
ngay thir 26.

Trong li¢u phép thay thé hormon & phu nir dung estrogen rieng I¢, ¢6 su tdng nguy co ung thu ndi mac tir cung
ngan ngira bang céch sir dung progesteron.

Mot lidu (100 mg) c6 thé duge dung luc di ngu tir ngay thir 1 dén ngay thir 25 ctia mdi chu ky diéu tri, chay mau
tr cung do giam hormon it hon phéc do diéu tri nay

Hai lleu (mm liéu 100 mg hodc mot liéu don 200 mg) vao bubi téi trude khi di ngu, 12-14 ngay moi thang hodc
2 tuan cudi cung ctia mdi dot didu tri. Sau d6 phai ngung toan b céc trj li¢u thay thé tong khoang 1 tuan, trong
thoi gian nay thuong quan sat thav chay mdu ttr cung do giam hormon.

Puong dat am dao
Vién nang phai duoc dat sau vao trong am dao.

Progesteron hd trg trong thiéu ning budng trimg hoac suy budng trimg hoan toan & phu nit thiéu hut chirc nang
buon;: trimg (hién noan bao):

Ché do didu tri (dudi dang bd sung cho li¢u phdp estrogen thich hop) nhu sau: 100 mg progesteron/ngay vao
ngay thir 13 va 14 cua chu ky chuyén déi, sau do 200 mg progesteron/ngay tir ngay thir 15 dén ngay thir 25 cua
chu ky, dung mét lidu hodic chia 1am hai 1in mm ngay va sau do tir ngay thir 26 cua chu ky hodc trong truong
hop mang thai lidu nay c6 thé tang 1én dén t01 da 600 mg/ngdy chia lam 3 lan. Liéu lugng nay s& duoc tiép tuc
cho dén ngay thir 60 va sau do cham nhét 1a tuan thi 12 cua thai ky.

Bb sung cho giai doan hoang thé trong chu ky thy tinh trong dng nghiém (IVF): Liéu khuyén cdo 1a 400-600
mg/ngdy chia lam 2-3 lan, ké tir ngay tiém hCG cho dén tun thir 12 cua thai ky.
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B6 sung cho giai doan hoang thé - trong chu ky tu phat hogc duge tao ra, trong vo sinh nguyén phat hodc thir pht
hogc giam kha nang sinh san nhét 1a do rdi loan rung trimg: lidu khuyén cao 1a 200-300 mg/ngay chia lam 2 ldn
tir ngay thir 17 cua chu ky trong 10 ngay. Nén diéu tri lai nhanh chéng néu kinh nguyét khong tr¢ lai va dugc
chan dodn 1a ¢6 thai cho den tuan thir 12 cua thai ky.
Trong trudmg hgp bi doa sdy thai hoic phong ngtra sy thai thudmg xuyén do thiéu hut giai doan hoang thé: liéu
khuyen céo la 200-400 mg/ngay chia lam 2 lan cho dén tudn thir 12 cua thai ky.

- Sinh non: Phy nir ¢6 tién sur sinh non: 100 mg/ngay cho dén tuan thir 36 cua thai ky. Phu nit ¢6 ¢b tir cung ngén

hon 15 mm dugc phét hién & tudn thir 22-26: 200 mg/ngay cho dén tudn thir 36 cia thai ky.

CHONG CHI PINH

- Dabiét dj img hodc qua mén véi progesteron hodc véi bat ky ta duge nao ciia thude. Chay mau am dao chua
duge chan doan. Ung thu biéu mo tuyén vit hoge duong sinh duc. Viém tinh mach huye ét khoi. Thuyén tic huyét
khoi tinh mach. Réi loan thuyén tac huyét khdi. Xuét huyét ndo. Loan chuyén hoa porphyrin.

- Tang nguy co thuyén tac huye ét khoi tinh mach da duge ghi nhan vdi vige st dung thude vién tranh thai dang
udng va li¢u phap thay thé hormon (HRT) dang udng lién quan v&i  thanh phan estrogen. Chua ¢6 nghién ctu
danh gié tac dung ciia thanh phan progestin don doc trong liéu phép thay thé hormon (HRT). Tuy nhién da co
chirng minh la progesteron tu nhién két hop voi estradiol ding qua da khong ¢6 anh huéng bét lgi dén cac bién
cam mau so véi estrogen/progesteron dang udng.

NHUNG LUU Y PAC BIET VA THAN TRONG KHI DUNG THUOC

- Vién nang progesteron khong thich hop dé sir dung nhu mét thubc tranh thai. Trong trudng hop ké don
progesteron qué ba théng dau cua thai ky, da c6 bao cdo rat hiém gdp céc truong hop bat thuong vé gan khong
nghiém trong va cé hoi phuc (gidng nhu sy ir mét khi mang thai).

- Trudce khi ding hormon (va dinh ky sau do), nén danh gia timg bénh nhan nir. Can hoi tién st y khoa cua cé
nhén va gia dinh va vi¢c khdm thue thé nén bao gom luu y dic biét dén tuyén vii va co quan vung chau ciing nhu
té bao hoc cb tir cung. Can than trong khi sir dung vién nang progesteron ¢ nhimg bénh nhan c6 céc tinh trang co
I:he nang thém do W dich (vi du bénh tim, bénh than, dong kinh, dau nira dau, hen) & nhirng bénh nhin c6 tién sir
trdm cam, dai thao dudng, réi loan chire nang gan nhe dén trung binh, dau nira dau.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Twong tdc voi thire an
Duing ddng thdi véi thire an 1am tang sinh kha dung cua vién nang progesteron bot siéu min. Thude c6 thé diing dong
thoi véi thire an hodic khong cting véi thire an.

Twong tdac thuéc-thuoc

Su chuyén héa cta vién nang progesteron b&i microsom gan ngudi bi e ché bdi ketoconazol (ketoconazol 1Csy
(nono do \rc ché trung binh) <0,1 mM da biét la mot chat trc ché cytochrom P450 3A4. Do d6 nhirg dir liéu nay cho
thay ketoconazol ¢6 thé 1am tang sinh kha dung cua progesteron. Chua rd ¥ nghia 14m sang cua nhitng phat hlen in
vitro. Su chuyén héa ctia vién nang progesteron qua gan duge thic day boi nhimg thude gay cam rng enzym gan (vi
du barbiturat, thude chong dong kinh, rifampicin, ...).

Tuwong tdc voi cdc xét nghi¢m

Cac ket qua xét nghiém sau day cé thé bi thay d6i do viée sir dung progesteron: nong do gonadotropin, progesteron
huyét twong va pregnanediol niéu.

PHU NU CO THAI VA CHO CON BU

Phu nit c6 thai

Mot s nghién ciru & phu nir mang thai sir dung progesteron khdng cho thdy bat ky su ting ¢6 vy nghia nao vé di dang
thai. Do cac nghién ctru trén nguoi kKhong thé loai trir kha nang gdy t6n hal chi nén sur dung vién nang progesteron
trong khi mang thai néu duoc chi dinh.

Phu nit cho con bii

Phat hi¢n thay luong Progesteron trong sira me. Anh huong ctia diéu nay déi véi tré ba me chua duoc xdc dinh.

TAC PONG TREN KHA NANG LAI XE & VAN HANH MAY MOC
Vién nang progesteron c6 thé gdy budn ngt va‘hodc chong mat & mot sb it bénh nhan, vi vay nén than trong. Dung
thude ltc di nga s& 1am giam nhirng tic dung nay trong ngay.

TAC DUNG KHONG MONG MUON CUA THUOC

Dir liéu thir nghiém Iam sang

Bang dudi day ligt ké cac tac dung phu da duge béo cao & hon 10% bénh nhan (bat ké méi quan hé v&i viée diéu tri)
da duogc dung vién nang progesteron bot siéu min 200 mg/ngay (12 ngay mdi chu ky thang duong lich) véi estrogen
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lién hop mdi ngay, trong mot thir nghiém lam sang da trung tam, ngau nhién, mi doi, ¢6 ddi chimg véi gia dugce &

875 phu nir sau man kinh.

 Céc téc dyung phy (> 10%) da duge bdo cdo trong mot thir nghiém gdm 875 bénh nhan c6 déi chimg véi gia
__duoc & nhitng phu nit sau man kinh trong thoi gian hon 3 nam [ty 1é phan tram (%) bénh nhan bao céo]

Vién nang dang bt sifumin | Oestrogen lién hop Gia duoc
200 mg voi oestrogen lién hop 0,625 mg (duy nhat) (N=174)
| . L 0625mg(N=178) | (N=175)
Roi loan dudng tiéu héa
- Chudng bung 12 10 5
- Paubung - 10 13 10
' Roi loan h¢ than Kinh va tim thin
| - Nhirc dau 31 30 27 |
| - Tram cam 19 18 12 .
| -Chongmat 15 5 9 |
' Roi loan hé sinh sin va tuyén vi
| - Nhay cam dau vu _ 27 16 6 '
| - Con birng néng ; 11 5 14 35
- Tiétdich am dao - 10 0 3
Cic tic dung phu khac ; |
- Dau khép ; 20 22 29
_- Vén dé vé dudmg tiétniu | _un | 1w | 9

Kinh nghiém hdu mai
Roi loan dudng tiéu hoa
- Rat hiém gap: budn nén
Réi loan h¢ thin kinh va tim than
- Rathiém gap: budn ngii, chéng mat thoang qua, kho chiu, cé thé xay ra 1-3 gid sau khi dung thude.
- Trong trudng hop ndy, khuyén cdo giam liéu lugng mdi lidu hoac thay ddi lich trinh ding thudc, uéng thude lic
di ngt hoac xa bira an hodc str dung duong dit am dao.
- Rat hiém gap: nhirc dau
R&i loan hé sinh sin va tuyén vi
- Rat hiém gap: nhay cam dau vu, rit ngan chu ky kinh nguyét hodc chdy méu gitra chu ky ¢6 thé xay ra. Néu gip
diéu nay, nén didu chinh liéu progesteron.
Cic tic dung phu khic
- Ré&t hiém gip: cac bat thudong vé gan khong nghiém trong va hdi phuc hau hét trong khi mang thai (sir @ mat), roi
loan thi gidc, phan ing phan vé.
Luuy:
- Rét thuomg gap: >1/10 (= 10%);
- Thuong gap: >1/100 va < 1/10 (> 1% va < 10%);
- It gap: >1/1000 va < 1/100 (= 0,1% va < 1%):
- Hiém gap: >1/10.000 va < 1/1000 (> 0,01% va < 0,1%);
- Rathiém gip: < 1/10.000 (< 0,01%)

Thong bdo ngay cho bdc sy nhitng tic dung khong mong muén gdp phai khi si dung thuéc.
QUA LIEU
Khong ¢6 truong hop qua licu nao da dugc bdo cdo vdi progesteron. Trong trudng hop qué lidu, phai ngung ding
vién nang progesteron va bénh nhan can duoc diéu tri tridu chimg.
CAC PAC TiINH DUQC LU'C HQC
Nhom dugc 1y tri liéu: hé niéu-sinh duc va hormon sinh duc
Ma ATC: GO3DA04
Progesteron la progestogen tur nhién, hormon chinh ctia hoang thé va nhau thai. Progesterone phan Umg chuyén biét
voi thu thé progesterone diéu hoa sy phién ma gen théng qua sy twong tac truc tiep v6i DNA. Progesterone tic dung
trén ndi mac tir cung bang cach chuyén doi giai doan tédng sinh thanh giai doan tiét vdi sy mang rung hoa trude cia
noi mac tu cung. Progesterone dang bot siéu min ¢6 tat ca céc dac tinh ctia progesterone ndi sinh, gay cam (g noi
mac tir cung tiét day da phu thude liéu va ddc biét ¢6 tac dung trg thai, khang estrogen, khang androgen nhe va an
than thong qua sy tuong téc voi céc thu thé GABA va tac dung khang aldosteron.



nitps://vnras.com/arug/

CAC PAC TINH DUQC PONG HQOC

Hdp thu

Progesterone dang bot siéu min duge hftp thu qua dudng tiéu hoa. Nong do progesterone trong méu tang tir gior dau
tién va nong do dinh trong huyét twong dat dugc sau khi udng 1 -3 gi0.

C6 sy khic nhau déng ké gitra cdc ca nhan sau khi ding duong uéng, tuy nhién cung mot d6i tugng van gitr duge cac
dac diém dugc dong hoc tuong tu trong mot thoi gian vai thang, cho phép diéu chinh tét lidu ding cho timg ¢4 nhan.
Su khéc biét thap vé nong do progesterone gifra cdc cd nhén sau khi dung dudng dat am dao lam cho ¢6 thé du doan
chinh xdc tac dung dat dugc véi mét lidu chuin. Liéu khuyén cdo trung binh tao ra ndng dé progesterone huyét
twong sinh 1¥, on dinh, tuong ty nhu duge quan sét thay trong giai doan hoang thé ctia chu ky kinh nguyét rung trimg
binh terO'nOr

Phdn b6

Progesterone gan két khoang 96%-99% véi protein huyét thanh, chu yéu véi albumin huyét thanh (50%-54%) va
transcortin (43%-48%).

Chuyén héa

Progesterone dugc chuyén hoa chi yéu boi gan. Céc chat chuyén héa chinh trong huyét tuong l1a 20a-hydroxy A 4a-
prenolone va Sa-dihydroprogesterone. Mot s6 chat chuyén héa ctia progesterone dugc bai tiét qua mat va nhirng chét
nay c6 thé dugc khir lién hop va tiép tuc chuyé en héa trong rudt qua sy khur, kKhir hydroxy va epime hoa. Céc chat
chuyén héa chinh trong huyét trong va nuéde tiéu cling twong tu nhu cac chat duoe tim tha\ trong su tiét sinh ly cua
hoang thé.

Nong do 5- -pregnanolon trong huyét tuong khong tang sau khi ding duong dat am dao. Sy thai trur qua duong tiét
ni¢u chi yéu thye hién dudi dang 3,5-pregnanediol (pregnandiol) nhu duge biéu thi boi su tang dan nong do cua nd
(dén nong do dinh 142 ng/ml lic 6 010)

Thai trir

Sur thai trir trong nude tiéu duge quan sat thiy 95% dudi dang céc chat chuyén héa lién hop glucuronid, chi yéu 1a
3a, 5B-pregnanediol (pregnandiol).

Cic nhém bénh nhin diic biét

Suy gan va suy than

Chua ¢6 nghién ctru chinh thire danh gia anh huong caa bénh gan hodc bénh than dén sy phan bo cuia progesterone.
Tuy nhién vi progesterone duoc chuyén héa qua gan va duge thai trir qua than, can theo ddi can than khi sir dung &
bénh nhan bi r6i loan chiic nang gan hoac than.

Thubc nay chi dimg theo don bdc si.
Dé xa tam tay tré em
Doc Ky hweong dan sir dung truée khi ditng. Néu can thém thong tin, xin héi y kién bdc si.

HAN DUNG '
36 thang, ke tir ngay san xuat.

PIEU KIEN BAO QUAN
Bao quan ¢ nhiét d§ dudi 30°C

PONG GOI
Hop 30 vién (2 vi x 15 vién)

NHA SAN XUAT

OLIC (Thailand) Limited

Dia chi: 166 Moo 16, Bangpa-In Industrial Estate, Udomsorayuth Road, Bangpa-In District, Ayutthaya Province,
Théai Lan.

VAN PHONG
DAIDIEN




